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5 10(k) Premarket Notification Submission

510(k) Summary

In accordance with 21 CFR 807.92 the following summary of information is provided:

Date: December 13, 2010

Submitter: GE Healthcare, GE Medical Systems Ultrasound and Primary
Care Diagnostics, LLC
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)72 1-42 14
F:(414)918-8275

Device: Trade Name: Voluson S6, Voluson S8 Ultrasound System

Common/Usual Name: Voluson S6, Voluson S8

Classification Names: Class II

Product Code: Ultrasonic Pulsed Doppler Imaging System. 2ICFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21CFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX

Predicate Device(s): K06 1682 Voluson E8 Diagnostic Ultrasound System

K092271 Logiq E9 Diagnostic Ultrasound System

K053435 Voluson i Diagnostic Ultrasound System

Device Description: The subject device consists of a mobile console with keyboard,
specialized controls, a color video LCD display with electronic-
array transducers. It has the same general appearance, dimensions
and weight as the unmodified device, it is a Track 3 general-
purpose imaging and analysis system providing real-time digital
acquisition, processing and display capability intended for
general radiology imaging and evaluation with some cardiology
and vascular applications.

Intended Use: The device is a general-purpose ultrasound system. Specific
clinical applications and exam types include: Fetal (Obstetrics);
Abdominal (including renal and GYN/pelvic); Pediatric;, Small
Organ (breast, testes, thyroid, salivary gland, lymph nodes,
pediatric and neonatal patients); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult and pediatric); Peripheral Vascular (PV);
Musculo-skeletal Conventional and Superficial; Transrectal (TR);
Transvaginal (TV).
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GE Healthcare
5 10(k) Prefrnarket Notification Submission

Technology: The Voluson S6, Voluson S8 employs the same fundamental
scientific technology as its predicate devices

Determination of Summary of Non-Clinical Tests:
Substantial Equivalence: The device has been evaluated for acoustic output,

biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform to applicable medical device
safety standards. Voluson S6, Voluson S8 and its applications
comply with voluntary standards as detailed in Section 9, 11 and
17 of this premarket submission. The following quality assurance
measures were applied to the development of the system:

* Risk Analysis
* Requirements Reviews
* Design Reviews
* Testing on unit level (Module verification)
* Integration testing (System verification)
* Final Acceptance Testing (Validation)
* Performance testing (Verification)
* Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission, Voluson S6, Voluson
S8, did not require clinical studies to support substantial
equivalence.

Conclusion: GE Healthcare considers the Voluson S6, Voluson S8 to be as
safe, as effective, and performance is substantially equivalent to
the predicate device(s).
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, 10D 20993

Mr. Bryan Behn
Regulatory Affairs Manager
GE Healthcare
9900 Innovation Drive MAR -923

WAUWATOSA WI 53226

Re: K103649
Trade/Device Name: Voluson S6, Voluson S8
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYG, and ITX
Dated: December 13, 2010
Received: December 15, 2010

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
refereniced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Voluson S6, Voluson S8, as described in your premarket notification:

Transducer Model Number

RAB4-8-RS
4C-RS

E8C-RS
CI-5-RS
12L-RS

AB2-7-RS
RIC5-9W-RS



Page 2 - Mr. Behn

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your prernarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CER Part 80 1), please
go to http://wk ww.fda. gov/AboutFDA/CentersOffices/CDRH-/CDRHOffices/ucml 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.g~ov/MedicalDevices/Safety/ReportaProblem/default.htiy for the CDR- H's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(301) 796-6881.

Sincerely Yours,

Mary S. Pastef, ScD.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)
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5 10(k) Premarket Notification Submission

5 1 0(k) Number (if known):

Device Name: Voluson S6, Voluson S8

Indications for Use:
The device is a general-purpose ultrasound system. Specific clinical applications and
exam types include: Fetal (Obstetrics); Abdominal (including renal and GYN/pelvic);
Pediatric; Small Organ (breast, testes, thyroid, salivary gland, lymph nodes, pediatric and
neonatal patients); Neonatal Cephalic; Adult Cephalic; Cardiac (adult and pediatric);
Peripheral Vascular (PV); Musculo-skeletal Conventional and Superficial; Transrectal
(TR); Transvaginal (TV).

Prescription Usex___x AND/OR Over-The-Counter Use -NA
(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(DiionSign-Offl
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and
Safety

510(k) Number VI 105( 9
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5 10(k) Premarket Notification Submission

Indications for Use Forms

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the Voluson S6, Voluson S8 system.
Combinations identified "P" for the transducers represents those previously cleared with
another GE Ultrasound system. Please see section I I Table 11.2.1 for information on
previous clearance information on these transducers.

(DIon Sign ott

Divisiono Radi.rogia DevicesOffice of in Vitro Diagnostic Device Evaluation and safety

19
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5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Valuson S6/SB Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClnclApiain B M PW CW Color Color M Power Combined Harmonic Coded Other
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes]

Ophthalmic

Fetal / Obstetrics 7  N N N N N N IN N N [5,6,9]

Abdominalil N N N N N N N N N [5,6,9]

Pediatric N N N N N N N N N [5,6,91

Small OrganI2 N N N N N N N N N
5.6,9]

Neonatal Cephalic N N N N N N N N N 5

AdultiCephalic N N N N N N N N N

Cardiaci31  N N N N N N N N N 5

Peripheral Vascular N N N N N N N N N [5,6,91

Musculo-skeletal Conventional N N N N N N N N I N 1 5.6,91

Musculo-skeletal Superficial N N N ___ N N N N N N [5,6,91

Other

Exam Type, Means a Access

Transesophageal

TransrectaP5  N N N N N N N N N 15,6,91

Traunvaginal N N N N N N N N N 15.6.91

Transuretheral

lntraoperative

lntraoperative Neurological

Intravascular

ILLaparoscopic

N = new indication: P = previously cleared by FDA - -_______ ___ ___ ___ ___-____

Notes: [1 ]Abdominal includes renal, GYN/Pelvic
[21 Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3] Cardiac is Adult and Pediatric.
[5] 3D140 Imaging Mode,
[6] Includes imaging of guidance of biopsy (2D13D14D).
[7] Includes infertility monitoring of follicle development.
[8] Includes urology/prostate.
[91 Elastography imaging- Elasticity
[*]Combined modes are RIM, B/Color M, B/PWD, BIColor/PWD, B/PWD

(PLEASE DO NOT WRITE 8210W THIS LINE.- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Dliagnostic Devices (OIVO)

Prescription User (Per 21 CFR 8O1.1Q9)

20 ,niceof I Vif o f iagosti a, Devices

Jtf0G f I VtroDianos~cDevice Evaluation and Safety

510K HSc (P



GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson S61S8 with RAB4-8-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

Clinical Application B M CW Color Color M Power ombined Harmonic Coded Other

Anatomy/Region of Inerest Doppler Doppler Doppler Dplr operModes' Imaging Pulse [Notes)

Ophthalmic

Petal I Obstetrics
7

P P P P P P P P P 5,61

Abdomnal 1 t  P P P P P P P P P 15.61
Pediatric P P P P P P P P P 15,61

Small Organ'[2'

Neonatal Cephalic

Adult Cephalic

Cardiac[P'

Peripheral vascular

Musculo-skelelal Conventional P P P P P P P P P [5,6]

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal

Transrectalp81

Transvaginal

Transuretheral

lntraoperative

tntraoperative Neurological ____

Laparoscopic

IN = new indication: P = previously cleared by FDA -___ ___-___ ___ ___ ___-___

Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, Pediatric and neonatal patients
[3] Cardiac is Adult and Pediatric.
[5] 30140 Imaging Mode.
(6] Includes imaging of guidance of biopsy (20/30/40).
[7] Includes infertility monitoring of follicle development.
18] Incltudes urology/prostate.
[9] Elastography imaging- Elasticity

rCombined modes are R/M, RI Color M, R/P WD, B/Color/P WD, R/PWD
(PLEASE DO NOT MRITE BELOWTHtS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(Di!on Sign-Off)
21 Divison of. adiologicl Devices

Office of In Vitro Diagnostic Device Evaluation arid Safety

510K-
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5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson S6ISB with 4C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW CW Color Color M Power ombined Harmonic Coded Other

Analomy/Region of Iterest Doppler Doppler Doppe DolrDplr Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics
171

P P P _ P P P P P P 6~

Abdominall 1  P P P _ _ P P P P P P [61

Pediatric P P P P P P P P P [61

Small Organ 21

Neonatal Cephalic

Adult Cephalic

Cadi 3

Peripheral vascular P P P P1 P IP IP P P [6

Musculo-skeletal Conventional P P IP ___ P P P P P P [6

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal

Transrectall'

Transvaginal

Transuretheral

lntraoperative

lotoperative Neurological ____

Intravascular

Laparoscopic
N = new indication: P = previously cleared by FDA -___ ___- ___ _______

Notes: [11 Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3] Cardiac is Adult and Pediatric.
[5] 3D/40 Imaging Mode.
(6] Includes imaging of guidance of biopsy (20/30/4D).
[7] Includes infertility monitoring of follicle development.
(81 Includes urology/prostate.
[9] Elastography imaging- Elasticity
r~] Combined modes are RIM, B/Color M, BIPWD, B/Color/PWD, B/PWD

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CER 801.109)

22 Division of Radiological Devices
Office of in vitro Diagnostic Device Evaluaton and Safety

510K SQ (Q4



GE Healthcare
510(k Premarket Notification' Submission

Diagnostic Ultrasound Indications for Use Form
GE Volusoin 86158 with E8C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofCOperation
Clinical Application B M PW CW, Color Color M Po%%er ombined Harmonic Coded Other

Anatomy/Region c/Interest Doppler Dopple oplrDp Dop Dope Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics71

Ip p p P_ p p P P p P [6

Abdominal' 1

Pediatric

Small Orga,121

Neonatal Cephalic p p p P P P p p p
Adult Cephalic

Cadiac31

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means c/Access

Transesophageal

Transrectal 81  p p p ____ p p P P P p [6

Transvaginal p p p ____ p p p p p p 6

Transuretheral

lntraoperative

lntraopteralive Neurological

Intravascular

N = new indication: P = previously cleared by FDA -___ ___-___ ___ ___ ___-___

Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3] Cardiac is Adult and Pediatric.
[5] 30/4D Imaging Mode.
[6] Includes imaging of guidance of biopsy (2D/3D/4D).
[7] Includes infertility monitoring of follicle development.
[8] Includes urology/prostate.
[9] Elastography imaging- Elasticity
[Combined modes are B/M, B/Color M, B/PWD, B/Color/PWD, BIPWVD

(PLEASE DO NOT WRITE BELOWTHIS LINE.- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CER 801.109)

(IDivisor$ lgrOfj)
23 Division of Re ologica Devies,

Office of In Vitro Diagnostic Device Evaluation and Safety

510K V) n (0(
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5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson S6ISB with CI-6-IRS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode or Operation

Clinical Application B M CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of h lerest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 
17

)

p p p p p P P P P 6
AbdonjiallW p p p p p P P P P 16]

Pediatric P P P _ P P P P P P [6

Small Organl'

Neonatal Cephalic

Adult Cephalic ___

CardiacI
3i

Peripheral Vascular

Musculo-skeletal Conventional p p p ___ P P P P P P [6

Musculo-skeletal Superficial ________

OtherI III

Exan, Type. Means ofAccess

Tran seso ph a eal

Transrectal 81
I

Transvaginal

Transuretherad

lntraoperativeI

Intranperative Neurological I____

n 'tr a a c l a r

Laparoscopic
N = new indication; P = previously cleared by FDA- ___-____-___ -___

Notes: [1] Abdominal includes renal, GYN/Pelvic

[2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3] Cardiac is Adult and Pediatric.
[5] 3D14D Imaging Mode.
(6] Includes imaging of guidance of biopsy (20130/40).
171 Includes infertility monitoring of follicle development.
181 Includes urology/prostate.
[9 Elastography imaging- Elasticity
[Combined modes are R/M, 8/Color M, B/PWVD, B/Color/PWD, B/PV/D

(PLEASE 00 NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-l, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801,109)

(gln s l g Sq Of
24 Division of Radiological Devices

Office of In Vitro Diagnostic Device Eaiuton and Safety

5CA 1l
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Diagnostic Ultrasound Indications far Use Form

GE Voluson 6188 with 12L-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ot'0 eration

ClnclApiain B M W CWc Color Color M Power ombined Harmonic Coded Other

Anatomy/Region of nterest -M Doppler Dopple Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal I Obstetrics"17

Abdominall')

Pediatric p p Ip p p p p P P [6.91

S m a ll O rg an t 2t  
pPPPP 

P [ , ]

Neonatal Cephalic

Adult Cephalic

Cardiac31

Peripheral Vascular P p p p p p p p p [6,91

Musculo-skeletal Conventional p p p P___ p p p p p p [6,91

Musculo-skeletal Superficial P P P ___ P P P P P P [6,91

Other

Exam Type, Means a/Access

Transe so phage a

Transrectali'l

Transvaginal

Transuretheral

Introperative

lrtraoperativeNeurological ____

Intravascular

Lap osc pi Ic
N = new indication: P = previously cleared by FDA ___

Notes: [1) Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pediatric.
151 3D14D Imaging Mode.
[6) Includes imaging of guidance of biopsy (2D13D/D).
[71 Includes infertility monitoring of follicle development.
[81 Includes urologyfprostate.
[9] Elastography imaging- Elasticity

*jCombined modes are RIM, B/Color M, B/PWD, BIColorIPWVh, BIPWVD
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of C DRI-, OfMice of I n V itro Di agnosti c Devi ces (OI1V D)

Prescription User (Per 21 CFR 801.109)

25 Ofic Mf n ",so of Radiological Devices
25 office of iro Diagnostic Device Evaluation and Safety

5 1OK -)A D11GcI3
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Diagnostic Ultrasound Indications for Use Form

GE Voluson S6ISB with A82-7-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

Clinical Application B M pAV CWV Color Color M Power oobined Harmonic Coded Other

A nolan, iRegion of Ierest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

P P P________ P P P P P P 6~

Abdominall'J P P P P P P P P P [6

Pediatric P P p P_ p p P P P P 6

Small Organ
12'

Neonatal Cephalic

Adult Cephalic

Cardiac
31

Peripheral Vascular

Musculo-skeletal Conventional P P P P P P P P P

Musculo-skeletal Superficial

Other

Exam 7ype, Mleans ofAccess ___

Transesophageal

TransrectallSI

Transvaginal

Transuretheral

fintraoperative

fIntraoperative Neurological

Intravascular

N = new indication; P = previously cleared by FDA ___

Notes: [11]Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3] Cardiac is Adult and Pediatric.
[5] 3D140 Imaging Mode.
[6] Includes imaging of guidance of biopsy (2D130/4D).
[7] Includes infertility monitoring of follicle development.
18] Includes urology/prostate.
[9] Elastography imaging- Elasticity
[*] Combined modes are B/M, B/Color M, B/PWD, B/Color/PWD, B/PWVD

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostic Devices (O]VD)

Prescription User (Per 21 CFR 801. 109)

(DIi on Sign-Off
Divsion 0 Radi0IogiCal DevICes

26 Office of In Viro Diagnic Deice" Evaluation end Safety

6 IK________
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Diagnostic Ultrasound Indications for Use Form

GE Voluson S61S8 with RICS-9W-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power ombined Harmonic Coded Other

Anatomy/Region of nterest Doppler IDoppler Dopr D ope Dplr Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obsetrics71  [5,6]

Abdominal 11

PediatricI

Small Organ 12
)

Neonatal Cephalic

Adult Cephalic

Cardiac 131

Peripheral vascular

Musculo-skeletal Conventional

Musculo-skeletal Su lrficial

Other

Exam Type. Means ofAccess ___

Transesophageal

Transrectall81  p p p p p p p p p [5.6]

Transvaginal p p p p p p p p p [5,6]

Transurelberal

lntraoperative

lntraoperative Neurological ___

N = new indication: P = previously cleared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic

[21 Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[31 Cardiac is Adult and Pediatric.
[5] 3D/4D Imaging Mode.
[6] Includes imaging of guidance of biopsy (2D/3D/4D).
[7] Includes infertility monitoring of follicle development.
[8] Includes urology/prostate.
[9] Elastography imaging- Elasticity

Combined modes are R/M, B/Color M, B/PWD, B/Color/PWD, B/PWD
(PLEASE D0 NOT WMITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (O[VD)

Prescription User (Per 21 CER 801. 109)

(Dlvi n Sign-Oll)
27 offce ofi isioo adiologicali0evices27 Ofic of n VtroDiagmslic Device Evaluation and Safety

510K-


